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DIVISION OF HEALTH PLANNING

May 6, 2008

Clyde Reese, Esq.

Executive Director of Health Planning
Department of Community Health
Office of General Counsel

2 Peachtree St., NW, 5" Floor
Atlanta, Ga. 30303

RE: Senate Bill 433's CON Exemption for Certain Therapeutic Cardiac
Catheterizations and the Department's 2005 Determination that
Henry Medical Center, Inc. Met the C-PORT Study Guidelines

Dear Mr. Reese:
On Monday, May 5, I was asked to mail the attached letter to you but I do not
remember attaching the appropriate Exhibits mentioned in the letter. Enclosed
are the Exhibits and a copy of the original letter. I apologize for the
inconvenience this may have caused you.
Sincerely,
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Ellen K. Ethridge
Executive Assistant

Enclosures
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May 2, 2008

Clyde Reese, Esq.

Executive Director of Health Planning
Department of Community Health
Office of General Counsel

2 Peachtree St., NW, 5th Floor
Atlanta, GA 30303

RE: Senate Bill 433's CON Exemption for Certain Therapeutic
Cardiac Catheterizations and the Department's 2005
Determination Henry Medical Center, Inc. Met the C-PORT
Study Guidelines

Dear Clyde:

Thank you and the Department of Community Health for the
opportunity to utilize a less formal determination process regarding Senate
Bill 433, which becomes effective July 1, 2008. Pursuant to the Department’s
announcement of "a 30-day free determination period to answer specific
written questions about the applicability of SB 433,” Henry Medical Center,
Inc. submits the following question regarding Henry Medical's plan to offer
therapeutic cardiac catheterization services after July 1, 2008.

As you know, SB 433 includes an exemption for certain therapeutic
cardiac catheterizations in hospitals that meet the criteria to participate in the
C-PORT Study. Specifically, the new O.C.G.A. § 31-6-47 will continue to
establish certain exemptions from CON review, including a new subpart (22),
which will exempt:

Therapeutic cardiac catheterization in hospitals selected by the
Department prior to July 1, 2008, to participate in the Atlantic
Cardiovascular Patient Outcomes Research Team (C-PORT) Study
and therapeutic cardiac catheterization and hospitals that, as
determined by the department on an annual basis, meet the criteria to
participate in the C-PORT Study but have not been selected for
participation; provided, however, that if the criteria requires a transfer
agreement to another hospital, no hospital shall unreasonably deny a
transfer agreement to another hospital;

0.C.G.A. § 31-6-47(22).



This new exemption from CON review will allow hospitals such as
Henry Medical to offer percutaneous cardiac interventions (PCI) and improve
access to quality health care for its patients. Performing elective PCI at
hospitals without on-site cardiac surgery benefits patient care and improves
the delivery of health care in many ways, including "reduced bleeding
(avoiding transfer of patients with intravascular sheaths in place), patient and
family preference and satisfaction, physician convenience and reduced cost
(by avoiding transfers to other facilities and, potentially, additional hospital
days if PCl is delayed).” (The Atlantic C-PORT Trial Elective Angioplasty
Study Manuat of Operations, p. 4) Henry Medical seeks to offer PCI in order
to offer a more complete continuum of care to its cardiac patients.'

The Department determined Henry Medical Center, Inc. met the C-
PORT Study Guidelines and the Georgia specific participation guidelines on
October 5, 2005. (See Exhibit A) hereto, wherein the Department selected
only four alternates for the C-Port Study. Additionally, the Department
recently had the opportunity to review updated information regarding Henry
Medical’s cardiac catheterization program in reviewing its CON Application
Georgia 2007-105, to develop a second cardiac catheterization laboratory in
the hospital. As part of the review process for Georgia project 2007-105, the
Department found:

e Henry Medical’s cardiac catheterization volumes have continued
to increase since Henry Medical applied to participate in the C-
PORT study; (volume is an important element in ensuring quality)

e Henry Medical continues to develop and maintain a quality and
error management program, including, but not limited to
participation in JCAHO outcome monitoring and quality
improvement initiatives (ORYX);

e Henry Medical continues to maintain the same transfer agreements
it relied upon in 2005 to demonstrate qualification for the C-Port
Study.

¢ Henry Medical continues to maintain the same ambulance service
agreement with City EMS, Inc. it relied upon in 2005 to
demonstrate qualification for the C-Port Study.

(See Exhibit B hereto)

! Henry Medical understands and agrees that the following devices are excluded
from use in the C-PORT Study and are excluded from use pursuant to an exemption under
0.C.G.A. § 31-6-47(22): any atherectomy device, including rotational atherectomy,
directional atherectomy, laser atherectomy, excisional atherectomy, and use of cutting
balloons except within stents for in-stent restenosis.



